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5. 510(k) SUMMARY (According to 21 CFR 807.92)

* 5 10(K) OWNER'S HIVOX BIOTEK INC.

NAME 517, No. 123, Shingde Road, Sanchong Dist.,

N ew Taipei City, 24158, TAIWAN, R.OC.

TEL: +886-2-85112668 FAX:-l886-2-851 12669

* Contact Person Dr. JEN, KE-MIN

TEL: 886-2-85112668 FAX:886-3-5209783

Email: ceirs.jen~msa.hinet.net

* Date of Submission: May 23, 2014

* Trade Name HIVOX Electric Stimulator OTC TENS, Rapid Reliefl

Pennypad PP-904

* Predicate Devices KI 12392

HIVOX Electric Stimulator OTC TENS, Pennypad 904, 907,

and 909

* Common Name Electric Stimulator OTC TENS

* Classification Name Stimulator, Nerve, TranscutaneouIs, Over-The-Counter

(21 CER 890.5890, Product Code NUll)

* Panel Neurology

* Intended Use The HIVOX Electric Stimulator OTC TENS, Rapid Relief T

Pennypad PP-904. is indicated for temporary relief of pain

associated with sore and aching muscles in the upper and lower

extremities (arm and/or leg), and lower back due to strain from

exercise or normal household and work activities.

* Device Design The IlVOX Electric Stimulator OTC TENS, Rapid Relief T

Pennypad PP-904, can generate small pulses of electrical

current and delivered these pulses pass through the skin and

activated underlying nerves.
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Product Specifications:

Power CR2032 x I

Pulse rate :2, 5, and 40Hz (Fixed)

Pulse width: 200ia5(fixed)

Electric impedance of the device: 4.80-5.20 Mohms

Output voltage Max. : 57.6 Vp-p, based on 500 Ohm load±

10%

Treatment time: 20 minutes fixed

Pulse strength: 0 -15 stages adjustable

Operation environment: 10 - 40' C, 30 - 85% RH
Storage environment: -10-- 5Q0' C, 10 - 95% RI-I
Transport environment: -10-- 50' C, 35 - 85% RH

Size: 113 xY70x 10 mm

Applicable Electrical Range for the Electrode Pads:

PulIse rate: 1-I15O Hz

Pulse strength: 1-15O V

Pulse width: l OOpS - 500 mS

* Performance Tests The relevant standards including:

Submitted: 1 . IEC/EN 6060 1-1 : Medical electrical equipment Part 1. General
requirements for safety, 1996.

2. IEC/EN 6060 1-1-2 : Medical electrical equipment, Part 2.
Electromagnetic compatibility - Requirements and tests, 2007.

3. IEC/EN 60601-2-10 Medical electrical equipment, Part 2-10:
Particular requirements for safety of nerve and muscle
stimulators, 200 1.
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Compared to Legally Marketed Predicate Devices

Parameter IlVOX -HIVOX

___________________________________ -(Ki 1123 92) _____ Subject Device

Mode or Program Name ,PP909 PP907 PP904 Rapid Relief T
_______________________________________________Pennypad PP-904

Indication for Applied Area for pain Lower Arm and Lower Arm, Leg, and

relieve Back Leg Back Lower Back

dimensions 113L * 70W *9.7H-1mm

Waveformi Symmetrical Biphasic

Shape Rectangular

Maximum Output Voltage @500f2 40.OVpp 68.8V 57.6Vpp

(Volts) (±20%) @2KQ 84.0Vpp 88.OV 89.6Vpp

@ IOKO2 92.OVpp 95.2V 96.OVpp
Maximum Output @500f2 80.OmApp I 37.6mA II 5.2mApp

Current(±20%) @2K02 42.OmnApp 44.OniA 44.8mnApp

________________@I OKO 9.2mApp 9.52mA 9.6mApp

Duration of primary (depolarizing) NA
phase (ptSec)

Pulse Duration (piSec) 200gtec (fixed)

Frequency (Hz) 35 2 and 40 2, 5, and 40

Net Charge (pC)
prple@5000 0.3200 1.1008 0.2304

Maximum Charge (jiG @5000 16.0 27.52 23.04

Maximum Current Density @50002 1.964 3. 37 82.8
(mA/cm2, rm.s.)

Maximum Average Power

Density (W/cm2 ) @500n 0.078 0.232 0.163

Burst Mode a. Pulse per burst I NA NA

b. Burst per second 4 NA NA

c. Burst duration 2 NA
NA

(sec) _______________

d. Duty Cycle 8 NA NA

ON Time(sec) 120

Off Time(sec) 0

Additional Features NA

Note: Only the subject device Pennypad 909 has the "Burst Mode".
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DISCUSSION:

The predicate devices, HIVOX Electric Stimulator OTC TENS, Pennypad 904, Pennypad 907, and

Pennypad 909, have the same visional appearance, software, and dimensions ( 113 * 70 * 9.7 tum)

as the subject device.

The main differences among the predicated devices are the Indication for Applied Area for pain

relieve,,

* Pennypad -904 and Pennypad 909 OTC TENS - Lower Back pain relieve

* Pennypad 907 OTC TENS -Arm and Leg pain relieve

* Only Pennypad 909 has the "Burst Mode".

The subject device, HIVOX Electric Stimulator OTC TENS, Rapid Relief TM Pennypad PP-904, is

identical to the predicate devices and only extends the Indication for Applied Area for pain relieve to

include the Arm and Leg pain relief

CONCLUSION:

The subject device, HIVOX Electric Stimulator OTC TENS Rapid Relief TM Pennypad PP-904,

applied for the Arm, Leg, and Lower flack pain relieve is as safe and effective as, and functions in

a manner equivalent to the predicate devices. The conclusions drawn from the non-clinical

tests demonstrate that the device is as safe, as effective, and performs as well as the legally

marketed device identified in the submission. Thus the subject device is substantially equivalent

to the predicate devices.
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DEPA RTMNENT OF H EALT1I& I I UMAN SERVICES Pldic I uieltb Servic1 4 Food and Drug Administui on
10903 Now 11.mpshire Avenue

Document Control Center - W066-6i609
Silver Spring. M[) 20993-0002

June 27, 2014

HIIVOX BIOTEK INC.
Dr. Jen, Ke-Mvin
8F, No. 98. Shingde Road. Sanchong District.
Taipei City. jaiwan. ROC

Re: K 140650
TFrade/Device Name: Pennlypad 904
Regulation Number: 2 1 CU-R 882.5890
Regulation Namne: TranSCUtaneous Electrical Nerve Stilmlator
Regulatory Class: Class I I
Product Code: INtlH-
Dated: May 24. 2014
Received: May 30, 2014

Dear Dr. Jen:

We have reviewed your Section 5 10(k) prernarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for ttse stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactment date of the Medical tDevice Amendments, or to
devices that have been reclassilied in accordance with the provisions of the Federal Food, DrL~g,
and Cosmetic Act (Act) that do not require approval of a premlarket approval application (PMvA).
YOU may, therefore, market the device, subject to the general controls provisions of the Act:'

Thle general controls provisions of the Act include requirements for annual registration, listing of
devices, good marnufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRHA does not evalate information related to contract liability
warranties. We remid YOU, howVever, that device labeling must be trut db a ntmsedng-.

Ifvyour device is c lass ifi-ed (see above) into either c lass I I (SpecialI Controls) or c lass Ill (PMIA).
it may be subject to additional controls. E 'xisting major regulations affecting your device canl be
tbLnd in the Code of Federal Regulations. Title 21 . Parts 800 to 898. In addition. FD)A may
publish further announcements concern ing gyour device in the Federal Register.

Please be advised that FL)A's issuance of a substantial eqUivalence determination does not mean
that FDA has made a determinat ion that your device complies wvith other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You miust
comply wvith all the Act's req~irenlents. including, but not limited to: registration and listing (2 1
CUR Part 807): labeling (21 CU--R Part 801): medical device reporting (reporting of medical
device-related adverse events) (2 1 CUR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) reCgulation (2 1 CUR Part 820): and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 ofthe Act): 21 CUR 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http)://www.fda.gov[MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
huto://www.fda.pov/MedicaiDevices/ResourcesforYou/Industry/default.him.

Sincerely yours,

Felipe Aguel -S
fr Carlos L. Pefla, Ph.D., M.S.
or Director

Division of Neurological and Physical
Medicine Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



510(k) Numbeir (il'known)

K 140650

HIVOX Electric Stimulator OTC TENS, Rapid ReliefrT11 IPcnnallPP-904

Indications for Use (Desc, ibt')

The Rapuid Relief'3 ' Ponnypad l'P-904 is indicated] for temporary relief of pain associated with sore

and aching muscles in tilL upper and lower extremities (arm and/or leg), and lower back due to

strain fromt exercise or normal household and work activities..

Vypcol I1sc (Selevi one ori ..sh. asua,,1 uulc

11Prescription Use (I art 21 CI R 80 1 Subpart D)) th r* Hi e-Courtner Usc (21I CF 801 sSubpart C)

PLEASE DO NOT WVRITE BELOWTIlS LINE- CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FD)A USE ONLY

Concturence oltettlr for Devices and :raioltgical lienlti (cI)RI) (Stg'asiie)

Felipe Date:
2014,06.27

Aguel -S 16:33:16 -04'00'
Tniis sect ioni applies onlt to re q uirement s ot the Pa peroork Reduti ion Act of I 995.

* 1)0NOT SEND VI) Y( 1kOMPLI'I. l ED It. I TO IlE P RA STFl F E.NIAI. A DDRESS B ELOW *

The burdent time for this collection of informuation is estimated to average 79 hours per response.

inclIuding the cimte to review instruct ions. scarech existing data sources, galther and maintain the data

needed and c omuplete and review, the col lectIion of' intbrniation. Send comm ents regarding this burden

estimate or any other aspuect oI this inlbritmitioit Collectiont. including stiggesltions for reducing tbis burden, to:

[)catlco of I lealti, and I Ioiant S'e'vices

Food atnd IDrtg Adtiiuistration

0111ee of Chief* Itfontnatioti Oflicer

Paperwork Rediet ion Act Ji' 1A) Stal

Pit.ISIp 1, 1. 11hs go

"All tgencyl ma)' not cygzdiict or sp~onsor. and (IPerson is no; requiredl it respond to, a collection of

i,,frrnu,,ian unle'ss ili splatw a wureniti-vo~lId O0,i111n,,..ber."

FO RM IlDA 3881 (11/14) PIgr I of I PSC Itiliislti ig Service3, (301) 443-0740 EV.


